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DETAILED ACTION 
Election/Restrictions 

1 . Restriction is required under 35 U.S. C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCX Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group 1, claim(s) 1-16, drawn to a method for delivering positive airway pressure and 
monitoring a patient's cardiovascular condition. 

Group 2, claim(s) 17-19 and 22 and 23, drawn to a questionnaire for a patient and a computer for 
conducting the questionnaire. 

The inventions listed as Groups 1 and 2 do not relate to a single general inventive concept under 
PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: there is no common special technical feature 
between the two groups, because a method of conducting a questionnaire and a method of 
delivering positive airway pressure and monitoring a patient have no overlapping features. There 
is no single general inventive concept between the two groups, and the two groups are 
independent and distinct. 

2. During a telephone conversation with Applicant's representative Michael Rackman on 
March 10, 2009, a provisional election was made with traverse to prosecute the invention of 
Group 1, claims 1-16. Affirmation of this election must be made by applicant in replying to this 
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Office action. Claims 17-19 and 22 and 23 are withdrawn from fiirther consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 



Drawings 

3. The drawings are objected to because in Figure 1, no connection between elements is 
shown such as control device 12. Corrected drawing sheets in compliance with 37 CFR 1.121(d) 
are required in reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate prior 
version of the sheet, even if only one figure is being amended. The figure or figure number of an 
amended drawing should not be labeled as "amended." If a drawing figure is to be canceled, the 
appropriate figure must be removed from the replacement sheet, and where necessary, the 
remaining figures must be renumbered and appropriate changes made to the brief description of 
the several views of the drawings for consistency. Additional replacement sheets may be 
necessary to show the renumbering of the remaining figures. Each drawing sheet submitted after 
the filing date of an application must be labeled in the top margin as either "Replacement Sheet" 
or "New Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 



The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 3 and 4 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Regarding Claims 3 and 4, the phrase "may be" on line 3 renders the claim indefinite 
because it is unclear whether the limitations following the phrase are part of the claimed 
invention. See MPEP § 2173.05(d). 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

6. Claims 1-1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by Ni et al (US 
PGPub 2004/01 11040). 

Regarding Claim 1, Ni discloses method for monitoring the cardiovascular condition of a 
patient while treating sleep disordered breathing. Ni discloses delivering positive airway pressure 
at therapeutic levels for treatment of sleep disordered breathing (para. 0050, lines 10-14). Ni also 
discloses detecting and recording events associated with the treatment of the patient's sleep 
disordered breathing (para. 0052, lines 1-8). 

Ni also discloses storing information concerning the cardiovascular condition of the 
patient (para. 0056, lines 10-17). 
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Ni also discloses relating to each other the stored information concerning the 
cardiovascular condition of the patient and the recorded events associated with the treatment of 
the patient's sleep disordered breathing (para. 0053 line 1-10 describes how signals associated 
with sleep disordered breathing such as heart rate are overlapped to detect disordered breathing). 

Regarding Claim 2, Ni discloses recording and detecting apneas and hypopneas (para. 
0054, line 4). 

Regarding Claims 3 and 4, the information on the cardiovascular condition of the patient 
is stored (para. 0056, lines 10-15) and related to recorded sleep disordered breathing events over 
time (overlapping signals are used to detect sleep disordered breathing, see para. 0053, lines 1-5). 

Regarding Claim 5, Ni discloses a method for treating respiratory disorders and 
simultaneously monitoring a patient for indications of cardiovascular disease. This method 
includes delivering positive airway pressure at therapeutic levels for treatment of sleep 
disordered breathing (para. 0050, lines 10-14). 

Ni also discloses detecting and recording, as a function of time (an overlapping set of 
signals is used, see para. 0053, lines 1-5) events associated with the treatment of the patient's 
sleep disordered breathing (heart rate, respiration rate, etc. in para. 0052, lines 1-8). 

Ni also discloses storing as a fimction of time the information concerning the 
cardiovascular condition of the patient (the historical data stored in memory, see para. 0056, 
lines 10-17). 

Ni also discloses relating to each other the information concerning the cardiovascular 
condition of the patient and the recorded events associated with the treatment of the patient's 
respiratory disorders (para. 0053, lines 1-5, the information on the cardiovascular condition is 



Application/Control Number: 10/598,914 Page 6 

Art Unit: 3771 

stored with an overlapping set of signals associated with disordered breathing to detect 
disordered breathing). 

Regarding Claim 6, Ni discloses recording and detecting apneas and hypopneas (para. 

0054, line 4). 

Regarding Claims 7 and 8, the information on the cardiovascular condition of the patient 
is stored (para. 0056, lines 10-15) and related to recorded sleep disordered breathing events over 
time (para. 0053, lines 1-5). 

Regarding Claims 9, 10, and 1 1, Ni discloses monitoring hear rate (para. 0052, line 2) 
continuously together with sleep disordered breathing information on similar time scales (the 
overlapping signals, para. 0053, lines 1-5). Ni also discloses observing changes in the patient's 
heart rate associated with changes in sleep disordered breathing to relate to each other the 
cardiovascular and sleep disordered breathing conditions of the patient (para. 0053, lines 1-5, 
sleep related signals such as heart rate are used to detect disordered breathing). 

Claim Rejections - 35 USC § 103 
1. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 

section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. Claims 12-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ni et al. 
(US PGPub 2004/01 1 1040). 

Regarding Claim 12, Ni discloses performing long-term monitoring of the condition of a 
patient while treating the patient's sleep disordered breathing (para. 0056, lines 15-17, the 
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memory circuitry stores historical data and detect disordered breathing over time, which appears 
to be long term monitoring). 

Ni also discloses collecting and storing data concerning the condition of the patient that is 
obtained from the long term monitoring (the sleep disordered breathing data is stored, see para. 
0056, lines 5-10). 

Ni does not disclose, in the embodiment shown in Fig. 1 and previously referred to, 
making the stored data available to a clinician who is treating at least one disease of the patient 
other than sleep disordered breathing. Ni discloses in another embodiment, shown in Figure 3, 
making the stored data available to a physician treating at least one disease of the patient other 
than sleep disordered breathing via a wireless programmer unit 380 (para. 0076, lines 10-20). It 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
add a programmer unit as taught by the second embodiment of Ni to the first embodiment of Ni 
so that a user can wirelessly access data and control the patient's treatment with ease from a 
remote location. 

Regarding Claim 13, the data is collected and stored while delivering positive airway 
pressure to the patient at therapeutic levels (para. 0050, lines 10-14). 

Regarding Claims 14-16, the data that is stored and made available concerns the 
cardiovascular condition of the patient (heart rate, para. 0052, lines 1-8) and events associated 
with the treatment of the patient's sleep disordered breathing (any of the other events in para. 
0052). 

Conclusion 
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9. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Lee (US PGPub 2005/0065567) teaches respiratory therapy based on a patient's 
cardiovascular condition. 

Schmidt et al. (US Patent 6,186,142) discloses control of respiratory therapy based on 
blood oxygen content. 

Kumar (US patent 6,893,405) teaches analysis of sleep apnea based on measures such as 
heart rate. 

Kadhiresan (US patent 5,974,340) teaches a method for monitoring respiratory function 
in heart failure patients. 

Stahmann (US PGPub 2005/01 15561) teaches a patient monitoring system - see Figs. 
IC, 67, 72. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ARUNDIPTA SHOME whose telephone number is (571)270- 
5539. The examiner can normally be reached on Monday through Friday 9:00am to 6pm EST. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/ Arun Shome/ 
Examiner, Art Unit 3771 

/Justine R Yu/ 

Supervisory Patent Examiner, Art Unit 3771 



